

Manufacturing Manual
(Insert manufacturer name & logo)
Labelling   DOC64 


Labelling 

policy

Labelling of products is performed in accordance with the (Insert country GMP standard e.g. Australian Code of Good Manufacturing Practice, Therapeutic Goods Order 87, FACT-JACIE International Standards and NPAAC Requirements). Production, storage and distribution of labels by (Insert manufacturer’s name) is controlled to prevent unauthorised access and use.

(Insert manufacturer’s name) is registered with the International Council for Commonality in Blood Banking Automation (ICCBBA). ISBT128 labelling has been implemented for all cell therapy final product labels. 

Shipments are labelled by trained personnel in accordance with (Insert local civil aviation authority e.g.Civil Aviation Academy Australasia) Safe Transport of Infectious Substances by Air.
scope

This procedure covers labels generated by (Insert manufacturer’s name) for therapeutic products collected, received, processed, stored and distributed. 

The procedure also includes label requirements for shipped products.

responsibilities

Collection personnel are responsible for labelling the primary container on completion of collection before the container is removed from the proximity of the donor. 

(Insert manufacturer’s name) personnel are responsible for assigning the product label unique identifier (the (Insert manufacturer’s name) Product Number) and printing and checking product labels generated by the (Insert labelling software e.g. StemLab or Bartender) programs or from Word templates.
controls

1. Print-on-demand product labels:

· Labels are generated by the StemLab or Bartender programs or from Word templates. 

· Access to both the programs and templates is password protected. 

· If possible, labels should be checked and verified by a second staff member prior to use. Label verification is recorded on the Label Reconciliation Form.
· Unused labels are stored in the (Insert manufacturer’s name) donor/patient record file. The number of unused labels is recorded on the Label Reconciliation Form.

· Disposal of unused labels is by incineration as medical waste or shredding as confidential waste.

2. Label information and legibility must be verified by at least two staff members prior to distribution. Verification is recorded on the Distribution Form. 
3. Couriers must check product identification and verify the (Insert appropriate donor registry) and/or donor registry numbers and recipient name and identifier prior to packing.

product identification

1. Each therapeutic product is assigned a unique identifier (the product number) by which it is possible to trace any product to the donor and to all records for the handling and final disposition of the product. 

2. The product, concurrent plasma, and donor and product samples are labelled with the same identifier. 

3. Products collected through the (Insert donor registry name), from a local donor for a local recipient, are an exception to the above. The collection and the product are allocated different product numbers to maintain confidentiality. Traceability is maintained, as the recipient (Insert donor registry name) identification number is recorded on the donor collection label and the donor (Insert donor registry name) identification is recorded on the final product label.

4. If a single product collection is stored in multiple containers, each container can be identified by an additional alphanumeric code. 

Undivided: 00
1st division: A0, B0 etc

2nd division: Aa, Ab etc

5. If products from the same donor are pooled, the pool identifier allows tracing to the original products.

6. Cellular therapy products are identified according to the proper name of the product as defined by ISBT128 (including attributes and modifiers) on the final product label.

materials

Brady FreezerBondz (B-490) labels

Brady (B-483) Polyester labels
Avery L7159 labels 

Laser Cryo-Babies labels 

product LABELLING requirements

1. Labelling must be clear, legible and completed using ink that is indelible and capable of withstanding fading or disfigurement. 
2. Labels must not obscure other labels and must leave sufficient area of the container uncovered to permit inspection of the contents.

3. Therapeutic products that are subsequently re-packaged into new containers must be labelled with new labels before the old ones are detached from the original container.

4. All data fields on the label must be completed. Where necessary, information may be recorded by hand on the label after printing (eg collection time, volume, identity of collector). 

labelling Procedure

Collection Labels

Collection staff must label the primary container on completion of collection before the container is removed from the proximity of the donor. 

Any unused hospital patient labels that arrive in (Insert manufacturer’s name) with the collection are to be discarded. 

· Cell Therapies

Labels are supplied by the collection centre, unless labels have been pre-printed and supplied by (Insert manufacturer’s name) for the collection. 

Labels for HPC collections at (Insert collection site name) and for MSC marrow collections are generated and printed by (Insert manufacturer’s name) prior to collection. Note: labels for both HPC apheresis and HPC concurrent plasma are required for apheresis collections. 

Unused (Insert manufacturer’s name) generated labels must be returned to (Insert manufacturer’s name) for label reconciliation.

Information on the label at collection must be verified by at least two staff members and the check recorded on the appropriate collection form.

Product Labels

· Labels generated using StemLab are used for:
Haemopoietic products and retention samples (Brady FreezerBondz labels)
· Labels may be generated using the Bartender program for:

Haemopoietic products (Brady FreezerBondz labels)

MSC products (Brady FreezerBondz labels)
· Labels for MSC product retention samples are generated using Word templates and printed on Laser Cryo-Babies labels.

· Labels for product identification on processing forms are generated using Word templates and printed on Avery L7159 labels. 
· Product label and associated labels for processing forms are printed on receipt of product at (Insert manufacturer’s name).

· The final product label must be checked by two (Insert manufacturer’s name) staff members prior to distribution.
Label Reconciliation

At the end of each procedure, record label reconciliation on the Label Reconciliation Form to indicate number of labels printed, used, discarded and balance remaining.
Label content - cellular therapies 
Collection Label 
Labels compliant with the following requirements are printed prior to collection by (Insert manufacturer’s name) and delivered to the collection centre. The collector is to record additional information on the label, as indicated below, in indelible ink. 

Unique identifier ((Insert manufacturer’s name) Product Number)
Product name (ISBT proper name)

Anticoagulant

Identity of collection facility (may be recorded on accompanying documentation)

Donor identifiers (at least two)

Recipient identifiers (at least two), if applicable

Date of collection

Approximate volume (information to be recorded by collector)

Recommended storage temperature

Statement ‘For autologous use only’ (if applicable)

Applicable Biohazard/warning label (refer to Table 1)
NOTE: 

· The time the collection ended, volume or concentration of anticoagulant and collector identity may be recorded by the collector on the accompanying form. 

Final Product Label 

For all other cell therapy products:
Unique identifier ((Insert manufacturer’s name) Product Number)
Proper name of product

Product modifiers and manipulators

Anticoagulant or other additive

Concentration of DMSO (for cryopreserved products)

Identity of processing and distribution facility ((Insert manufacturer’s name))

Recipient identifiers (at least two). May be manually recorded by the receiving laboratory/transplant centre for MSC clinical trials
Donor identifier and name (if applicable)

Date of collection (not applicable for MSC products)
Approximate volume (may be recorded by hand)

Number of cells (for MSC products)

Recommended storage temperature

Expiration date and time (if applicable)
Thaw date/time and expiry time post thaw for MSC products (may be manually recorded)
ABO and Rh of allogeneic donor (if applicable)

Statement ‘Do not irradiate’ 

Statement ‘For autologous use only’ or ‘For use by intended recipient only’
Applicable Biohazard/warning label (refer to Table 1)

NOTE: 

· Identity and address of collection facility or donor registry (if applicable) and time collection ended (for non-cryopreserved product) are recorded on the accompanying documentation. 

· The address of the processing facility is recorded on accompanying documentation. The identity and address are also denoted by the ISBT128 code on the label. 

· For allogeneic products sourced through a registry, the donor registry ID numbers must replace other donor identifiers. 

Table1: Applicable Biohazard & Warning Labels (as per FACT Circular of information)
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Partial Label

If the product container can only bear a partial label, the label must show, as a minimum:

Unique identifier

Proper name of product

Product modifiers and manipulators

Recipient identifiers (at least two), if known

This information is required, as a minimum, on the product container at all stages of manufacture. 

At the time of distribution, containers bearing a partial label must be accompanied by documents, in a sealed package, containing the full information required for the final label. 

Explanation of ISBT128 Labels 

Refer to Label Illustration for examples of ISBT 128 labels. The final product labels in the illustrations are divided into four quadrants (Q1 - Q4) to aid explanation. 

Q1: The first barcode (1) contains the FIN (Facility identification number). It also codes for the year and a check digit which creates a letter (recorded in a box) based on the information entered. The FIN and year (YY) are printed directly underneath the barcode. 
Product number (2) is also recorded under the barcode. Note: for MSC this includes the passage information.

The collection facility (3) is listed underneath. 
The second barcode (4) contains the collection date (and time for final product labels). The date is printed below the barcode. Note: for MSC products, this barcode (4) records the product thaw date and time. 

Q2: The barcode (5) contains the ISBT128 product code. The product ISBT proper name (with modifiers and attributes) is printed below the barcode, along with the recommended storage instructions & applicable handling/biohazard/warning labels. The manufacturing facility (6) is printed at the bottom of the label.
Q3: The barcode (7) contains the product ABO blood group and Rh type. This is printed next to the barcode. For allogeneic HPC products the donor identification (8) is printed below the barcode. Note: blood group and type is not required for MSC products. 
Q4: The barcode (9) contains the product expiry date and time. This is printed below the barcode. The recipient identification is recorded in this quadrant (10). The product volume (and cell content for MSC products) is recorded at the bottom of the label. For collection labels the collection time is recorded in this quadrant.
Label Content – General

All products are labelled at all stages of manufacture with a label that displays at least the minimum information required by the partial label for cellular therapies. 

Retention Sample Label

Unique identifier ((Insert manufacturer’s name) Product Number)
Proper name of product

Recipient identifiers (at least two)

Date of cryopreservation (if applicable)

Label Printing

StemLab and Bartender labels are printed on Brady FreezerBondz (B-490) labels or Brady B483 Polyester by the Zebra TLP 3987-Z printer or the Toshiba B-EV4T. See Zebra TLP Instructions (Facility Manual) for printer operation. Refer to (Insert labelling software system e.g StemLab) for operation of the software application. 
Template Control

1. Label template reversions are recorded in Q-Pulse in the Label Templates manual. 

2. Templates are to be reviewed at least annually. 

3. Changes to label templates must be approved by the Facility Director and Quality Coordinator. 
(Insert labelling software system e.g StemLab) Labels
1. Double-click on the (Insert labelling software system e.g StemLab) shortcut found under Start/Health.

2. Log into the software using your unique username and password.

3. Select the product recipient using the patient search.

4. Select the product number and double click.

5. Select report and select the label you wish to generate.

6. Review the labels on screen and select the number of labels to be printed. 
7. Press print.
(Insert labelling software system e.g Bartender) Labels

1. Double-click on the (Insert labelling software system e.g Bartender) Shortcut.
2. Open the selected label template.
3. Select print. This opens up the user prompt display.
4. Enter the required information into the fields. 
5. Select the number of labels to be printed and any serialised labels to print (e.g. bags 1-6).
6. Press print.
Word Template Labels

These are printed on Avery L7159 labels (for products) or Laser Cryo-Babies labels (for retention samples).

1. Print one sheet of labels on receipt of product.

2. Templates are located in (Insert drive location e.g. C://..).

3. Open the Label Fields document in Word and fill in the product specific fields.

4. Open the required product label template.

5. From the label template file select Mail Merge from the Tools menu.

6. Select merge option from the Merge Helper box.

7. Click on Merge button from the Merge box.

8. The documents are merged and are ready to print.

9. Prepare additional labels as required.

Outer Transport Container Labels

Transport within (Insert hospital name)
Rigid esky used to transport products within the hospital must be labelled with the (Insert manufacturer’s name) name, location and contact number. 
Transport outside (Insert hospital name)
1. For products to be transported by (Insert courier company name) courier, attach a completed (Insert courier company name) Transport Label to the outside of the container.
2. Label is attached the outer container, displaying:

Name and address of receiving institution

Name and phone number of contact person at receiving institution

Recommended storage temperature

Name, street address and telephone number of the contact person at the sending facility

Biohazard label, if known to be positive for any infectious agents (except CMV), and applicable Warning label.

Statement ‘Not evaluated for infectious substances’ (if applicable)

3. Record the date and time distributed on the distribution label (Word template saved in (Insert drive location e.g. C://..)) and attach to the outer container label. 

4. Label for Blood in Motion or Credo containers: 
‘Medical Specimen. Human Cells for Therapeutic Administration. Handle with Care. Do not irradiate or X-ray. Do not place near heat. Do not freeze. Do not delay delivery’.

5. Label for Dry Shippers:  

‘Human cells for transplantation. Do not irradiate or X-ray. Recommended temperature <-150oC’. Warning label with handling instructions is printed on the outside of the shipper.
labelling for shipping by air
1. (Insert manufacturer’s name) staff members packing products for shipping by air must have completed the (Insert approved aviation authority e.g. CASA) approved course Safe Transport of Infectious Substances.

2. Requirements for Biological Substances, Category B:
· Full name and address of the shipper and the consignee.
· Proper Shipping Name ‘Biological Substances, Category B’.
· The net weight of the Biological Substances, Category B if multiple packages are being shipped.
· UN3373 label (‘UN3373’ placed within a diamond shaped box), supplied by (Insert courier company name e.g. World Courier). 
3. When using a dry shipper, check that ‘This side up’ labels with arrows are visible on the protective shell transport box. No additional hazard labels are required.
4. When shipping with dry ice as the refrigerant, the following additional labelling/markings are required:

1. UN1845 label.
2. Proper Shipping Name ‘Dry Ice’.
3. The net weight contained within each package.
4. Class 9 ‘Miscellaneous’ Hazard label. 
· Four ventilation holes inserted in the outer packaging.
5. Contact details for the responsible person can be applied to either the package or the Air Waybill.

Outer container, labels and dry ice are supplied by (Insert courier company name e.g. World Courier). 

5. Examples of labelling for the shipments can be found in directory (Insert drive location e.g. C://..).
forms

Label Reconciliation Form FORM58

documents

Zebra TLP Instructions DOC99

Label Illustration DOC112

StemLab DOC132
(Insert reference to label validations)
records

Records for tracing products, including relabelled and repackaged products, to the original donor and collection facility are maintained for at least 10 years after final distribution.
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5. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells. (Fifth Edition 2015) – published 01 Aug 2015
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